











































































































provides symmetry between the requirements for obviousness under of § 103 and
disclosure under § 112, § 1.

The only real attempt at a policy justification provided in Lilly was the
statement that “[a] definition by function . . . does not suffice to define the genus
because it is only an indication of what the gene does, rather than what it is.” This
is incorrect as a matter of science. “A gene that controls blood sugar level” would
be functional definition, since it does not identify a particular protein or gene. In
contrast, the term “human insulin gene” describes a specific gene that was known

to exist at the time of the patent application.

V. The Enablement Requirement Is the Appropriate Test for Adequate
Disclosure Across All Technologies

The enablement doctrine requires the scope of a patent claim to “bear a
reasonable correlation to the scope of enablement provided by the specification to
persons of ordinary skill in the art.” In re Fisher, 427 F.2d 833, 839 (C.C.P.A.
1970). The enablement requirement has often been used to police against overly
broad claims in the context of biotechnology and molecular biology.>’ For
example, in Amgen this Court invoked the “reasonable correlation" test to
invalidate a claim reciting DNA molecules encoding functional variants of a

disclosed protein, i.e., the exact sort of claim to which today the genus possession

2" Holman, supra note 1 at 8-13.
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requirement is being applied. 927 F.2d at 1214. Amgen demonstrates that the
enablement requirement is perfectly capable of policing against overly broad
biotechnology claims. But unlike LWD, enablement has a relatively well-
developed body of case law and accepted criteria for assessing the enablement of a
claim. The “undue experimentation” standard, for example, and the relevance of
predictability in assessing enablement under Wands are flexible and can evolve
along with technology, unlike the rigid and inconsistent focus on structure which
characterizes LWD.

While the outcomes in the Amgen-Fiers-Lilly trilogy might have been
appropriate in view of the unpredictability of cloning technology at the time,
LWD has locked biotechnological patent law into a strict requirement of structural
disclosure or physical possession that is no longer warranted as the technology has
become conventional and relatively predictable. Just as in Kubin this Court chose
to discard the strict requirement of structural disclosure in the obviousness
determination arguably required by Bell and Deuel, it should do away with LWD
and its irrational focus on structure, and employ the more adaptable and
appropriate enablement requirement to assess adequate disclosure of

biotechnological and other inventions.
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CONCLUSION
For these reasons, this Court should rule that there is no Lilly written

description requirement applicable to originally filed claims.
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